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conoid. P „yt=e S tro g Wived isoflavones selected fro™ 
the group consisting of G^ein Daidze.n. Bxochan.n A, 

. „ nHlrftl l tkvcioyideg of any of eaici 
Formonoetin or the natural\^yG^iac» 

phytoestrogens- / \ 

kltt A pharmaceutical preparation, as claimed in 
claim 5 wh-ein said solid dosage unit is selected from the 
claim;*, wn tablet, capsule or 

group consisting of a pill, tamet, 

powder . 

n ^ A pharmaceutical preparation, as claimed in 

claim wherein said isoflavone is present in said solid 

claim ^f, wn about 20Q mg 

dosage unit in an amount from about mg. 

per dosage unit . 



Cancel claims 




REMARKS 

The September 10, 1996 Official Action and the 
references cited therein have been carefully considered. In 
v ~the amendments presented herewith and the following 
remarks, favorable reconsideration and allowance of this 
application are respectfully requested. 

in the September 10 Official Action, a formal 
objection has been raised under 37 C.F.R. § l-72(b), and an 
abstract on a separate sheet is required. 

Also in the September 10 Official Action, the 
specification has been objected to, and claims 1-2B stand 
Ejected under 35 U.S.C. 1112. first- paragraph, as 
falling to adequately teach how to make and use the claimed 
invention. The reasons on which these related grounds of 
objection and rejection are premised appear at pages 2-10 
th. Official Action. These reasons include a lengthy 

. „ f tne so -c a lled «Forman factors" in support of the 
discussion of the so caxxea c remiir ed on the 

contention that undue experimentation would be 
par t of those skilled in the art in order to practice the 
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claimed invention. According to the Examiner, the amount of 
experimentation needed to verify the efficacy of the potential 
compositions for inclusion in a health supplement would be 
voluminous and unduly burdensome in view o£ the teachings of 

the instant disclosure. 

Claims 1-9, 21 and 22 also stand rejected under 35 
USC §103 as allegedly unpatentable in view of the 
disclosure of U.S. Patent 4.366,082 to zillikan. According to 
the Examiner, it would have been obvious to one of ordinary 
skill jn the art at the time the invention was made to include 
one or more phyto- oestrogen compounds into a composition to 
improve the health of the recipient, because the prior art 
discloses the inclusion of this class of compounds generally 
into compositions to be used as ant i -oxidants . 

Applicant, through his undersigned attorney, 
requested a personal interview with Examiner Wilson, which was 
held on February 19, 1997. The courtesy extended to applicant 
and his representatives in granting the interview is 
appreciated. The purpose of the interview was primarily to 
present an overview of the invention, as well as evidence as 
set forth in the Declaration of Dr. Kelly submitted herewith 
which applicant believes clearly refutes the premise on which 
the* §112. first paragraph/ rejection is based. Certain 
amendatory language was discussed in connection with the broad 
composition and method claims, which the Examiner recommended 
that, the applicant consider as a way of overcoming the §112, 
first paragraph, rejection of record. 

At the conclusion of the interview, it was indicated 
that appropriate claim amendments would be presented to 
satisfy the requirements of 35 U.S.C. §112, first paragraph. 
The substance of the interview is fairly set forth * 
Examiner Interview summary Record (WOL-413) in the official 

application file. 

In accordance with the present amendment, the 
specification has been amended to include an abstract on a 
single sheet as required under 37 C.F-R. SI- 72(b). 
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Turning to the present claim amendments, claim! haa 
Turning directed to a health 

been rewritten ae claim 29. which l ^ 
Bupp lement composition «^»^»-^ 0 0x more phy to- 
clover, the composition comprising Ge nistein, 
oestrogen* .elected from the group consisting ides 
Paideein. Biocnanin A, —^-^^ h a, atso Men 

selected from the group consisting of ^ 

~.*-™ail svndroroe (PMS , symptoms aesociat 
premenstrual syndrom or e i e v a ted blood 

menopause, cancer of the prostate, ° a subje ct 

/ _ i csaid method comprising administering w 
cholesterol said meth ^ ^ said conditl =„ a 

b ^"" T!al!y effete amount of a health supplement 
therapeutically ettecn clover, said 

composition comprising an extract from ° Qf che 

composition comprising any two or more ^ ^ ^ 

aroup Genistem, Daiazem, ^ 

group ^ phyto^eetrogeiis. 
_1 ^ : --r3n;Lrdir P e=ted to the treatment 

* following specific conditions: (i) 

and/or P^^^^^H/,:,: Wood stream.- (11) 
elevat ed levels of eh - ( 

cancer of tne benicm breast 

symptoms — IfT^rrE^ ^particularly 
diSeaSe ', ^caiment of the invention which was discussed at 
preferred ^f™^^. ew . Supp ort for new claims «-3- 

the February 19, 199 ' inL • . -, 3 line 26 

i. provided in the present specification at page 13, 

through page 14, line n and page 16, ^^Tso,^ from 
The language of new claim 30 varies so - 
3. ^ »t the February 19 interview, because 

the language discussed at the Febru ry . fication does not 

* review it was found that the specmc 

on further review it recita tion "clinically 

have verbatim support for the recx reC itation 

As set forth in new claim 30, cue 
predisposed' - As set r disC ussed at the 

« or prevention" has been deleted as dis tQ „ 
interview, and replaced with deducing the predisp 
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(see page 7, line 15 of the present specification), and the 
recitation "at risk" has been changed to read "predisposed to 
said condition", which is believed to been in keeping with the 
substance of what was discussed at the interview. This 
departure from the claim language discussed at the interview 
was undertaken for the sake of conformity between new claim 3 0 
and the description of the invention provided in the 

specification . 

The present amendments further define the 
composition of the invention, as well as conditions described 
in the specification that are treatable with the composition 
of the invention. Support for the compositions containing 
extracts of soya or clover is specifically provided, for 
example, at pages 11 and 12 and in Examples 1 and 2 at pages 

17 through 19. 

The recitation of -improving the health of a human 
* has been omitted from the amended claims presented herewith. 
No new matter has been introduced into this 
application by reason of these amendments. 

In view of the foregoing amendments, the objection 
to the specification and related rejection of claims 1-28 
under 35 U.S.C. §112, first paragraph, based on alleged 
inadequate enablement, and the 35 U.S.C. §103 rejection of 
claims 1-9, 21 and 22 based on the Zilliken patent are 
respectfully traversed. 

1. As Presently Amended, Applicant' * Claims 

Fully Comply with the Enablement Requirement 

«f 35 TT.g <*- 6112, , g^T*- Paragraph 

Initially, it is noted that at page 3 of the 
September 10, 1996 Official Action, the Examiner acknowledges 
the sufficiency of applicant's disclosure with regard to 
lowering of cholesterol levels. That being the case the 
objection/rejection under §112.. first paragraph, is clearly 

inapplicable to new claim 31. 

Addressing the "how to make" requirement of 3 5 
U s.C. §112. first paragraph, methodology for obtaining the 
active agents of the present invention, namely, Genistem. 
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Daidzein. Biochanin A, Formononetin or the natural glycosides 
of such phyto-oestrogens is described in detail at pages 11-13 
of the present specification and exemplified in Example 1 
(derivation from red clover) and Example 2 (derivation from 
3 oy beans), at pages 17-19 of the present specification. 
These examples produce compositions from clover and soy which 
are not limited only to Genistein and Daidzein, or to any 
specific ratio of the active agents. 

Turning to the "how to use" requirement of §112, 
first paragraph, the pharmaceutical^ effective amounts of the 
composition are described in detail at page 14 of the 
specification and -specifically exemplified in Examples 3 and 
4 Example 3 describes the beneficial therapeutic effect of 
administering red clover extract to humans which is manifested 
in a lowering of total serum cholesterol levels, without 
producing any undesirable side effects. Example 4 describes 
the beneficial therapeutic effect of administering soy 
hypocotyls which is manifested in both lower cholesterol 
levels and amelioration of benign breast disease. 
Furthermore, these examples show therapeutic treatment wherein 
the composition of the invention is administered in an amount 
of 100 mg. (Example 3) and 50 mg. (Example 4) on a daily 

basis . . ^ . , . , 

As for the additional conditions specified in the 

newly added claims, there is submitted herewith a Declaration 

of Graham Edmund Kelly, the inventor herein, which establishes 

that treatments conducted at his request or under his 

, in accordance with this invention, were shown to 

supervision, in accuxuai^c 

b e effective with respect to (i) prostate cancer; Jul benxgn 
or cystic breast disease, (iii) pre-menstrual tension; and 

(iv) symptoms of menopause. 

The Declaration of Dr. Kelly further shows that 
therapeutic effectiveness is evidenced when the ^™ 
of the invention are administered in varying amounts from 40 
mg to 240 mg of phyto-oestrogen, most of which are withm the 
r Lge described at page 14 of the present specification as the 
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preferred dosage amounts, and all of which are within the 
range disclosed as operable . 

The Declaration of Dr. Kelly submitted herewith is 
an unsigned copy of the same Declaration that was reviewed at 
the February 19 interview. A signed copy of Dr. Kelly's 
Declaration will be submitted in a supplemental response to 
the September 10. 1996 Official Action. 

The Declaration of Dr. Kelly provides clear evidence 
demonstrating that the scope of enablement provided by the 
present specification is fully commensurate with the scope of 
patent protection sought by the amended claims. Such 
declaration evidence ie properly presented in rebutting an 
allegation of inadequate enablement under 35 U.S.C. §112, 
first paragraph. in re Armbruster, 185 U.S.P.Q. 152 (CCPA 
1975) As was the case in Armbruster, the Declaration of Dr. 
Kelly is being submitted only to demonstrate that the teaching 
in the specification is adequately enabling. 

in summary, the pharmaceutical ly effective amounts 
of the. compositions are described specifically at page 14 of 
the present specification and more particularly exemplified xn 
Examples 3 and 4. Moreover, the therapeutic treatment set 
forth in Dr. Kelly's declaration fully support the dosage 
ranges referred to at page 14. The present specification 
provides an enabling description of the lowering of 
cholesterol levels and the treatment of benign breast disease 
in Examples 3 and 4 . The Declaration of Dr. Kelly 
specifically demonstrates the treatment of the additional 
conditions which are specifically claimed in the amendments 
presented herewith, namely, the treatment of prostate cancer, 
- benign or cystic breast disease, premenstrual syndrome and 
symptoms associated with menopause. 

For all of the foregoing reasons, the objection to 
the specification and related rejection of claims 1-28 under 
35 U.S.C. §112, first paragraph, is untenable and should be 
withdrawn. 
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The Disclosure of ZilliHen Does Not Render 
Obvious the Subject Matter of Claim* 
T ? i ? T aTlci 22 



As noted by the Board of Appeal m Ex Parte 
?14 U S P Q- 735 (Bd. Apps- 1979), the burden of 
Altera. 214 u.^Q obviouS ness falls upon the 

establishing a prima facie case 

Examiner In determining whether a case of prima facie 
Examine*. In nece68ary to ascertain whether or 

obviousness exists, it is necessary a ™ ar to be 

not the disclosure of the cited prior art would appear t 
sufficient to one of ordinary skill in the art to make the 

in the Zilliken patent which is required to arrive 
composition claimed by applicant herein 

The Zilliken patent purports to disclose 
. derivatives recoverable from a substance known as 
isoflavone derivatives « utility 
- t «*h-. »hi=h po.— an.i-oxid.nt properties^ The 
, . , . for th e S e isoflavone derivatives is in the 
tl^riltalrontf a wide variety of food products including 
edible fats and oils" (see column 2, lines 20-22 . 

AID of the isoflavone derivatives disclosed m the 
Zilliken patent as possessing anti-oxidant properties have an 
O* suLtLuent in the 6-position of the structural formula 
9 ^ ^t-hvl ethyl or hydrogen substituent , as 

wherein R may be a methyl, etnyx y ^ 

deeded at — = - 3 - ^^-^ ^ent 
"^rV™ ~ e —iLted in the -position. 
sr: h e for^a ~t »« .t P a g e , or t h e present 

spec i f i=ation h ^ ziiiii£en h 

^ „ . , ^„ are recoverable from temph, there is no 
Genietein and Daid.ein ere recov pos6 e 3 s antl- 

clear disclosure that Gemstein and Daidzein P 

,, ee flr indeed are within the ambit of tne 
oxidant properties, or indeed zil iiken patent. On 

invention described and claimed m the Zilliken p 
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t-he contrary a review of the Zilliken patent claxms plainly 
the contrary, a r r, aiti zein are outride the scope of 

reveals that Genistain and Daidzem are 

m-i^ reasons stated above, i.e., ctxx 

anti-oxidant pro P ertie S include a ^txtuent « the 
position of the claimed structural formula. 

P Thus , the evidence of alleged obviousness xn thx. 

caS e fails to show or suggest the removal of the -OR . 
Lbstituent from the ieoflavone derivatives disclosed m the 
substituenc non arrive at the compounds 

Zilliken patent, which xm required to arrive a 

. ^ *-u- m!T-i=»Pff»Tit invention. in tine 

included in the compositions of the present in 

° of su ch showing or suggestion, there is 

obvious. Cf., m re Grabiak, 226 n.S.P.Q. » 

1385> ' furthermore, the molecular modification of the 
Zillion isoflavone derivatives which is retired to arrive at 
the active agents of the present invention cannot Be p 

\ li J from the disclosure of the Zillion patent 
inasLTae such modification would be clearly contrary to the 
invention which is the subject of the Zillion patent ..... 
isoflavone derivatives having an -OK -™t at the^ 
position of the structural formula. Cf.. Bx Par 
186 n.S.P.Q- 366 (Bd. APPS. 1974). 

Furthermore, the Zilliken patent plainly 
show or suggest the ratios, dosage amounts 
called for in applicant's claims 6-9. as well as the 
pharmaceutical preparation of new claims 36-38^ 

inasmuch as the zilliken patent falls to show o 

= «= a whole, it necessarily 
suggest the claimed sublet matter as ^ aicaQt . s 

follows that the ZiUiken patent does not render PP 
claims 1-3, 21 " P ri " a faCl * ° bvlouS ' Theref °"' " 

fvidlLe of unusual or unexpected —Its needs to be 
presented in this case. In re Lunsford, x4a.n.8.».Q. 

(CCPA 1966) - 



721 
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un der 35 O.S.C. 3103 based on the di==l=.ure ot the 

anH should be withdrawn, 
patent „ ;-^^2\ mendmente prese nted health, tb. 

Declaration of Dr. Kelly and the foregoing remarks, xt x. 
D6C IV urged that the objections and rejections set 

respectfully urged official Action be withdrawn 

forth in the September 10. 1996 Of fx 
and that this application be passed to issue, an 

is earnestly solicited. 

Respectfully submitted, 

DANN, DORFMAN, HERRELL AND SKILLMAN 
A Professional Corporation 

By PATRICK J. HAGAN ^ 

PTO Registration No. 27,fc«J 

Telephone: (215) 563-4100 

Enclosure: Declaration of Graham Edmund Kelly 



